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separate compilation 

(z) ^ tovtwJt jrsrrrr t TO ?ir<kr TO sr^fW i 


yntpHt ct\t qfmti: tf»nm 

(^Tr^cq- fa^nr) 

rrf’r t pT' T ' 

TOrfTO'Tl', 9 stott, i oh o 

TO.w.fa. ioos(w).— trWir ark srrrrtpr 9 r»nfr F*ito, 
i 945 TO ark mftinT toTO 1 % fmT TrfVw frmrf to 
5 tpr, 'tot TOi> tthto 7 ', 3 fkn wfffoTO wstot afrf ir qr.ik 
toTO % <nr?T^ arWfc ak srarttH tototI wfTOTOrro 1040 
( 1940 to 43 ) TO srkr 12 TOr 93 ktu nroTTOTOTO 
TO totpt toTO fn, ixtw ^TTrTOf w *rm TO rmrrq,TOT 
^0 PtTO aTOTOTO TO Wn-pTO *P fan arofaer fTOn tost 
73% sqrfTO'TTO TO TOrwn fr, im ^ rpro 
TO anTO £ fa 3^1 srnnr ttoto qt ^ra nKwr Jr faTfTO atr 
tiai^ TO TOTOn fam TO wifim TO airaY {£ ^prar 

TO -?tw to TO StTO £, »rrc fTO TO 'srefa TO wk $ mr^-. ?r 

fTOTit fain ^rrrrrrr 1 

fTOTO iJq- w£TO m mrfi TO TOsTr trto fafMTO? 'mfu 
TO Jr Tfkr WT TPP7 fTOTO TO STTqrr fTOfr apfat Jr 
srr'fr 5 f , TOffa TOrrr fcr*i T TOTO 1 
srrwr from 

(1) TOf TOtTO rrfTO3 ^rnr ark srcritrr htthtI 

(dritBR) Pm, 1989 $ 1 

3272GI/89 


2 irWftr -nk mtm *r. *nfl‘ fm 1915 *r, f^rl ernf 
>r5 r fru'r % ■— 

(1) fnw 76 ff nr (i) ii % tdit q; krrH- 

ki’pTi' T^n skw.fw fr.9'1 onnTiT, :— 

"■roar irrftwiT) sr^rq--! ir 

Nf^isrr lYP'iqkr f^i^q # 0# qsTiflqi: 

qr^ifr^ ^ =rfVr fn?vr« n'qr sqf^'rrf k 

mfi irpTcWT *Ti fq-frokr wrr% Ti srHfl-l i flifrtir 
fnW t, iji (qr), (17), (.7), (q) ak 
(t) irwftRffer;; <p,f .s,fq: ,,k fV q ^r, ft-fr htito 
tfTJTrTn qTfsrqr r TO v;q if 1^1 q^kiTlf S?l f^fWqW 

% Pro 'nrfa / j i<tT T s k tot ^ it " 

(2) -J'fq' fnTO i) fHTO 109 % Tirqrr Prraf^kri 
TO^-TOrPTO fTO q TO . TOTf?T •" 

,, ir)9- ! 5 W^TTi ir -WT WRi : 

TOjrjart q-1 Jr Fkrfasr w,Tr»n ^ 3 i i iTO' J ' fqftiTWj iiPmt 
TO "iy 1 ™r' I Trq r ir rr^rr 1 

(3) in fTO*r % fTOir 1 :*<wp c: werrT; f^=#i-psn 
akrTOr^pr Pror arifor - , TOrfa;;— 

“izft-’J. firfet ^Pmul & one : 
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ferr^oq- sTfipwi h f\ ftftr ■rfif -ft-1 ft «faft>fira ft 

irfii t" 

(4) i'ti # Tfftftfti -=r ft srfirfis i5 % ft 
f-fwfiifiri srrftfe ftftf 5rr"‘, nftfir :— 

“ 1 e «rftft ftfift ftfifftqr 1” 

(5) mi fiwft ft smftf V’ % <rw*tr 

' ' - >a ev > 

ftTtpff ?-1 sfiftWififir ^ ft ruff ftftfft :—' 

“fl-fpY ft-i 

(fim loa-ft, sr^ i2«-^ ^#) 
fftfirrcff, *jftf$r $ ftrfttf : 

fircrfirfau fi r fta gr *r%tftf, ftTttffir ftr ftp ®jxt sra 
mrft-ftftft Tt ftlmftft ftrftir firfifinff % 

iffftt : 

1 fiftf* ftp 3T4T ft>T 7dT=TP fftfrft (ftr.ftr ft. 

10258—1982) 

2- fftftfftftp ftM ftfttcftrr ftfiw (ftr. ftr. rf. 

10654—1986) (ftr. ft".ft. 7364—1984) 

3 fftftftftft sftftft ftfift ftft fftftftft ft? (ftT ft,-, ft. 
9824 —1981)” l 

[ft. gftft-1 1014/8/88-fttftftgftftft'll g9>li] ■ 

fififar Tift, ftftw ftNft 

ftpro fttTfsr ftK ft ft,'ft ft ftftftf fftftft, 1945, 1-5-19 79 ftp 
ftftl ftsfifsrft ftft *T ?ftrW afht ftPSTT ftcft, ft ftisftftft 
fftftlft) % SRT,iW ft adtfir sftx 
ft, ftfafftftft ftTcfftftft | (<fi ft 3fr rf£ei “ 

mu fiftftf ft ftftrsift ftiftci Hi Tr^m ftift 

2, 3(i) ft ftft fin fimfirffift ftfa'ftft'Tiftf grcr 

fijrfi T,fT ftftfft .-- 


1. 

ftr. 

h:. 

fir. 

1241 1 ffft 6-1 

0-1979 

2- 

ft-. 

pr. 

fir. 

1242 urff«r 6- 

10-1979 

j. 

ft' 

ft>r. 

fit 

1243 ft'dftr i 
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Pr 

fit 

1281 ruCtra 

12-10-1979 
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ftr 

Pr 
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430 cTzfift 19- 

4-1980 
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.Hi 

.fir 

779 arrNr 26 - 7-1980 

7- 

ft 

.Hr 
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540 (ft) ftrthft 

22-9-1980 

8- 

ft, 

■ Hi 

.fir. 

6 8 0 ( ft ) cT.Tfir 

5-12-19 80 

9- 

ft 

.Hi 

.fir 

681 (ft) airfir 

5-12-1 980 

10, 

fti 

.Hi 

.fir. 

682(ft) fttV 

5-12-1980 

11 

fti 

.ftrr 

.fir 

27 (ft) nninr 1 

7-1-1981 

1 2. 

ftT 

.pr 

,fii° 

4 78{ft) nrCtftr 

6-8-1 981 

1 3. 

ftr 

.HT 

.fir. 

62(?r) ftyhft i 

15-2-1982 

1 4. 

ftr 

.Hi 

.fir. 

462(ft) 

22-6-1 982 

1 §• 

ftf 

.Hi 

.fir. 

510 (ft) 

26-7-1982 

1 6- 

ftr 

,P r 

.fir. 

13 (ft) frflnr 

7-1-1983 

17- 

fti 

'.Hi ffi. 

318 (ft) rrxha 

' 1-5-1984 

1 8. 

ftr 

• 3ft 

.fir. 

331 (ft) iiiim 

' 8-5-1 98 4 
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19 * 

•7 

~ f-‘ 

•'601ft; 

•'0-6-19'* t 

20 

r* 

~iT !' 1 " 

4-'/ v ft/ -lift ' 

3-7-199 4 

.j t 

vr 

'1 i »1 

, j • y \ie; 1 c 

2 - |[)o5 

J 8 

ft : 

T T " 1 

78 s (t) a x'er 1 

0 -1 0-1 s) S 5 

? * 

ft, .■ 

■37 .pi. 

17 (ft; a r 7 - 

1-1986 

2 4 

ft . 

6' fft 

1019(91; ft X H 

29-3-198 6 

25 . 

ftr. 

fti fft 

1060(5) ft ras 

5-9-198 6 

26- 

ftr 

fr ft 

1115(ft) ftftfia 

30-9-1986 

27 

ft 

rr fir. 

71 (ft) ft im 3 

0-1-DS7 

28. 

ft,'. 

.fft. 

5 7o(ft) ft Tirr 

12-6-198 7 

29. 

ftr 

91, fir. 

626(ft) ft T frg 1 

3-7-198 7 

30. 

ft r . 

911 fir. 

792(ft) 

1 7-9-1987 

31. 

ftr. 

9ft. fa. 

371 (ft) ftpcrar 

24-3-198 S 

3 2.'- 

ft' 

9ft.fir. 

67 5 (ft) ftryfft 

2-6-1 988 

:*:< 

ftr 

. «pr. Pt . 

676(ft) ftftV 

2-6-1988 

,4. 

ftr 

9ir fa. 

67 7(ft) ft-xf^r 

2-6-1 988 

< 5 . 

ft. 

9 ?r fir. 

681 (ft) nrffiir 

6-6-1 9S 8 

Z (>• 

ftr 

9>r.fft. 

7 3 5 (ft) ft’X ft 

24-6-195 8 

37 

ftr 

9ir fir. 

s 13 (ft) srfter 

2 7-7-1988 

38. 

ft' 

.hi fir. 

S54 ftrfrij i2-r 

!-19 8 8 (STfigftft ) 

39 . 

ftf 

,9ir .fir. 

9 44 (ft) 

21-9-1988 

40. 

ftr 

9i, .fir. 

43(ft) ft xfsr 20-1-1989 (wfeftft) 

41. 

ft. 

. 9 *. fir 

44(ft) ftifflft 20-l-1989(9rf5'Tftr) 

42. 

or 

.frr.fir. 

100 (ft) ftr firs' 

1 4-2-1 989(ftfe7ft) 


MINISTRY OF HEALTH & FAMILY WELFARE 
(Department of Health) 
NOTIFICATION 

New Delhi, the 9th November, 1989 

G.S.R. 1003(E).—he following draft of certain 
rules further to amend the Drugs and Cosmetics 
Rules, 1945 which the Central Government propose 
to make, after consultation with Drugs Technical Ad¬ 
visory Board, in exercise of the powers conferred by 
sections 12 and 33 of the Drugs and Cosmetics Act, 
1940 (23 of 1940), is hereby published as required 
by the said sections for the information of all persons 
likely to be affected thereby and notice is hereby 
given that the said draft rules will be taken into con¬ 
sideration after the expiry of a period of sixty days 
from the date on which the copies of the Official 
Gazette in which this notification is published are 
made available to the public. 

Any objections or suggest ions which may be re¬ 
ceived from any person with respect to the said draft 
rules before he expiry of the period so specified will 
be taken into consideration by the Central Govern¬ 
ment. j 

DRAFT RULES 

l. (i) These rules may be called the Drugs and 
Cosmetics (Amendment) Rules, 1989. 

(ii) They shall come into force on the date of 
their publication in the Official Gazette. 
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[flT'T IT—*sT? :t (i)] 


2. Tn the Drugs and Cosmetics Rule: 
in after called the said rules :—- 

(i) in rule 76 in clause (1) after the second 

proviso the following proviso shall be in¬ 
serted, V17,- 

“Provided further Iliad the l.icensing Authority 
may in the matter of manufacture of medical devices 
specified in schedule R-l, permit the manufacture of 
such devices under the active direction and personal 
supervision of the competent technical staff who, al¬ 
though not having any of the qualifications included 
in (a), (b), (c), (a) and (el of this rules, has in the 
opinion of the Licensing Authority, adequate quali¬ 
fications and experience in the manufacture of such 
davices”. 

(ii) after rule 109 in the said rules, the following 

new rule shall be inserted, namely :— 

“109-A-Labelling of medical Devices :— 

The medical devices shall be labelled as per the 
requirements specified in Schedule R-l”. 

(iii) after rule 126-A of the said rules, the fol¬ 

lowing shall be inserted, namely ;— 

“126-B-Standards for medical Devices. 

The Standards for the medical devices shall be as 
laid down in Schedule R-l”. 

(iv) in Schedule-C to the said rules, after entry 

15 the following entry shall be inserted, 
namely :— 

“16, Disposable devices.” 

(v) after Schedule ‘R’ in the said rules, the 
following Schedule shall be inserted, 
namely — 

“Schedule R-l 

(See rule 109-A and 126-B) 

Standards for medical Devices : 

The following medical devices shall conform to the 
Indian standards specifications laid own from lime 
to time by the Bureau of Indian Standards :— 

1. Sterile Disposable Hypodermic Syringes. 
(I. S. No. 10258-1982) 

2. Sterile Disposable Hypodermic Needles, 
as. No. 10654-1986) (T.S. No. 7864-1984) 

3. Sterile Disposable Perfusion Sets, 

(I.S. No. 9824-1981)’'. 

[No. X. 11014|8|88-DMS&PFA1 
VINEETA RAI, It. Secy. 

NOTE :—The Drugs and Cosmetics Rules, 1945 as 
amended upto 1-5-1979 is contained in the 
publication of the Ministry of Health and 


Family Welfare (Department of Health) 
containing the Drugs and Cosmetics Act and 
the Rules (PDGHS-61). Subsequently the 
said rules have been amended by the fol¬ 
lowing notifications published in Part IT, 
Section 3 (i) of the Gazette of India, 
namely 

1. G.S.R. 1241 dated 6-10-1979 

2. G.S.R. 1242 dated 6-10-1979 

3. G.S.R. 1243 dated 6-10-1979 

4. G.S.R. 1281 dated 12-10-1979 

5. G.S.R. 430 dated 19-4-1980 

6. G.S.R. 779 dated 26-7-1980 

7. G.S.R. 540(E) dated 22-9-1980 

8 . G.S.R. 680tE) dated 5-12-1980 

9. G.S.R. 681(E) dated 5-12-1980 

10. G.S.R. 682(E) dated 5-12-1980 

11. G S.R. 27(E) dated 17-1-1981 

12. G.S.R. 478(E) dated 6-8-1981 

13. GS.R. 62(E) dated 15-2-1982 

14. G.S.R. 462(E) dated 22-6-1982 

15. G.S.R. 510(E) dated 26-7-1982 

16. G.S.R. 13(E) dated 7-1-1983 

17. G S.R. 318(E) dated 1-5-1984 

18. G.S.R. 331(E) dated 8-5-1984 

19. G.S.R. 460(E) dated 2-6-1984 

20. G.S.R. 487(E) dated 2-7-1984 

21. G-S.R. 89(E) dated 16-2-1985 

22. G.S.R, 788(E) dated 10-10-1985 

23. G.S.R. 17(E) dated 7-1-1986 

24. G.S.R. 1049(E) dated 29-8-1986 

25. G.S.R. 1060(E) dated 5-9-1986 

26. G.S.R. 1115(E) dated 30-9-1986 

27. G.S.R. 71(E) dated 30-1-1987 

28. G.S.R. 570(E) dated 12-6-1987 

29. G.S.R. 626(E) dated 2-7-1987 

30. G.S.R. 792(E) dated 17-9-1687 

31. G.S.R. 371(E) dated 24-3-1988 

32. G.S.R. 675(E) dated 2-6-1988 

33. G.S.R. 677(E) dated 2-6-1988 

34. G.S.R. 677(E) doled 2-6-1988 

35. G.S.R. 681(E) dated 6-6-1988 

36. G.S.R. 735(E) dated 24-6-1988 

37. G.S.R. 813(E) dated 27-7-1988 

38. G.S.R. 854(E) dated 12-8-1988 (Corrig¬ 
endum) 

39. G.S.R. 944(E) dated 21-9-1988 

40. G.S.R. 43(E) dated 20-1-1989 (Corrigen¬ 
dum) 

41. G.S.R. 44(E) dated 20-1-1989 (Corrigen¬ 
dum) 

42. G.S.R, 100(E) dated 14-2-1989 (Corrigen¬ 
dum) 


1945, herc- 
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